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V/v cung cap thong tin lién quan-
dén tinh an toan cta thudc tiém
chira methylprednisolon chira
thanh phan t4 dugc lactose

Kinh giri: .
- Céc bénh vién, Trung tdm y té;
_Bénh vién 22/12; BVDK Téam tri; BV Mat-Sai Gon-Nha
Trang; BV Vinmec;
- Cac phong kham da khoa tu nhan;
- Céc co s& kinh doanh thude.

S¢Y té nhan Van ban s6 15466/QLD-TT ngay 02/10/2017 cua Cuc Quan
ly Duge vé viéc “Cung céap thong tin lién quan dén tinh an toan cua thudc tiém
chtra methylprednisolon chira thanh phén t4 duge lactose”, S& Y té yéu cau cac
co quan, don vi, céc co s¢ kinh doanh, st dung thuéc thuc hién céc ndi dung
sau: :

1. Théng bao cho cac can bd trong don vi cua minh vé céc théng tin lién
quan dén tinh an toan, higu qua cta cac thudc tiém chira methylprednisolon chira
thanh phan ta duoc lactose tai van ban néu trén (duge dang tai trén website cua
S&'Y té theo dia chi: syt.khanhhoa.gov.vn (Muc Van ban S Y t€)).

2. Khi sir dung cac thude néu trén, dé nghi céc co sd kham chira bénh tang
cuong theo doi, phat hién va xtr tri cac truong hop xay ra phan ng c6 hai cia
cac thube (néu c6). Giri bdo céo phan Umg c6 hai cua thubc vé: Trung tm Quéc
gia vé Théng tin thubc va Theo ddi phan ung c6 hai cua thudc (13-15 Lé Thanh
Toéng, quan Hoan Kiém, Ha Noi) hodc Trung tam khu vuc vé thong tin thudc va
theo ddi phan tmg c6 hai cia thudc TP. Hb Chi Minh (201B Nguyén Chi Thanh,
quén 5, Tp. Ho Chi Minh).

S 'Y té thong bao dé cac don vi biét va thuc hién./,,)g.-}/'
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V/v cung cdp thong tin lién quan dén tinh an
toan clia thudc tiém methylprednisolon chita

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM §

CUC QUAN LY DUQC DPoc lap - Tu do - Hanh phic E
= - b
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. — —thanh phén t4 dugc lactose
SOY TE VINH KHANT WOy | i ’ :
YL 55mﬁh“ : - S3Y t€ céc tinh, thanh phd truc thude Trung vong;

- Céc bénh vién, vién co6 giudng bénh truc thudc Bo Y (€.

... N 2/9/2017, Hoi déng Tu vén cép Gidy dang ky luu hanh thudc, nguyén

| Chuyén. ... liéu lam thudc - BO Y t€ da hop xét duyét dot 159 - d6i vé6i thudc trong nude va dot

T 98=d6r vor thude nude ngoai di théng nhat cap nhat cdc thong tin vé tinh an toan
ctia: thude tiém methylprednisolon chifa thanh phin ta difot lactose.

Dé dam bao sir dung thudc an toan, hop 1y, Cuc Quén 1y Duoc yéu cdu S§ Y
t€ céc tinh, thanh ph6 truc thudc Trung wong, cdc bénh vién, vién c6 giudng bénh
truc thudc B6 Y té:

1. Thong bdo cho cac co s& kham bénh, chita bénh, cidc co sd kinh doanh
dugc trén dia ban cdc thong tin lién quan dén tinh an toan, hiéu qua cla cic thudc
tiém methylprednisolon chifa thanh phén t4 duogc lactose duge ghi trong Phu luc
“Cép nhat thong tin lién quan dén tinh an toan thudc” dinh k&m trong céng vin nay,
d6ng thdi duoc dang tai trén cng thong tin dién tir cha Cuc Quén 1y Duoc theo dia
chi http://www.dav.gov.vn trong muc “Théng tin thu6c” dé cic cdn bo y t& ¢6 thé
tra cifu, cdp nhat théng tin.

2. Huéng din cédc co s khdm bénh, chita bénh trén dia ban tang cudng theo
doi, phét hién va xir tri cdc trudng hgp xdy ra phan img c6 hai clia cac thube néu trén L
(néu ¢6). Giri bdo cdo phan ng c6 hai cha thu6e vé: Trung tam qudc gia vé Thong i
tin thuéc va Theo ddi phén ng c6 hai cua thude (13-15 Lé Thanh Tong, Quan Hoan i
Ki€m, Ha N6i) hodc Trung tam khu vuc vé thong tin thudc va theo doi phan g co
hai ctia thu6c TP. H6 Chi Minh (201B Nguyén Chi Thanh, Quan 5, TP. H6 Chi b
Minh).

Cuc Quan ly Duoc sé ti€p tuc cap nhat cac thong tin lién quan tinh an toan va
huéng dn xir tri d6i véi cdc ADR cua céc thube néu trén dé yéu cau cic co so ding
ky thu6c cap nhat vao nhén va t& huéng dén sir dung thudc trong thoi gian 1oi.

Cuc Quén 1y Dugc thong bdo dé cic don vi biét va thuc hién./.
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PHU LUC
Cép nhat théng tin lién quan dén tinh an toan cuia thudce tiém methylprednisolon
chira thanh phan ta duogc lactose
(Dinh k&ém theo Cong van s8: , t444 /QLD-TT ngdy ge thing (0 nam 2017)

1. Ngay 07/7/2017, Uy ban dénh gid nguy co canh gidc duge (Pharmacovigilance
Risk Assessment Committees - PRAC) clia Co quan Quan ly Duge phdm Chau Au
(EMA) di dua ra khuyén céo vé viéc khong sir dung cdc thude tiém methylprednisolon
6 chira lactose trén bénh nhan cé di ing hodc nghi ngd di dng voi protein trong sita
bo. Bénh nhan dang diéu tri phan (ng di tng bang methylprednisolon nén nging thudc
trong truong hop triéu ching x4u di hodc xudt hién thém céc triu chiimg mdi. Khuyén
cio cud PRAC duoc dua ra sau cudc ra sodt cua Uy ban nay cho thdy thanh phén
lactose trong thudc tiém methylprednisolon dugc chiét xudt tir sita bd ¢6 kha ning con
chita vét protein, gay phan émg di tng cép tinh & mot s& bénh nhan di @ng vdi cac
protein nay. Cudc ra sodt ctia PRAC dugce bét ddu tir thang 12/2016 sau cic béo cdo vé
cac phan img di tng nghiém trong nhu co thit ph€ quéan va s6c phan vé xay ra khi sir
dung céc thuoc nay trén bénh nhan di tng vai protein sita bd. Trong trudng hop trén,
rit khé dé phan biét ligu tricu chimg gap ¢ beénh nhan la phan ¢ng di tng méi do
methylprednisolon c¢6 chita lactose hay do tinh trang x4u di cha phan tng di ing dang
duoc diéu tri bing methylprednisolon. Di ing protein sita bo anh hudng dén mot ty 1¢
nhé dan s6 (khoang 3 trong s6 100 ngudi) va khong nén nhdm 14n véi tinh trang khong
dung nap lactose & mot s6 ngudi. PRAC ciing khuyén céo cdch t6t nhit dé han ché t6i
thi€u nguy co trén 12 loai bd protein sita bd khoi nhing ché phdm nay.

Khuyén cdo clia PRAC duge giri dén Nhém diéu phdi thudc sir dung trén nguoi
duge phé duyét theo quy trinh khong tap trung va thira nhan 1an nhau (Coordination
Group for Mutual Recognition and Decentralised Procedures - Human - CMDh) cia
EMA va di nhan duoc sy d6ng thuan ciia ti€u ban nay vao ngay 01/8/2017. Theo d6,
CMDh khéng dinh khong duge sit dung thude tiém methylprednisolon c6 chifa lactose
trén bénh nhan di tng hodc nghi ngd di ing v6i protein sita bd va dé nghi cdc cong
thite thude tiém methylprednisolon hién nay c6 chia lactose cdn duoc thay thé bang
céc cong thic khic khong chia thanh phdn nay. Hién tai, nhan thudc va thong tin san
phdm cla cdc thudc tiem methylprednioslon chita lactose dugc yéu cdu cap nhat canh
bio: khong duge sir dung thu6e nay trén bénh nhan di ting véi protein sita bo.

2. Trude do, trong Ban tin Health Product InfoWatch s6 10 nam 2016 cua Co
quan Quén 1y Y t€ Canada (Health Canada), Co quan nay ciing di canh bdo cén b0 y té
vé mot ché pham methylprednisolon tai Canada (biét dugc Solu-Medrol Act-O-Vial)
¢6 thanh phin lactose trong cong thic. Theo dé6, trén thé giGi da c6 céc bdo cdo qud
man véi methylprednisolon xay ra trén bénh nhan di (ng véi sita bo, v6i 11 tré em
trong do tudi tir 3 dén 15 tubi di ing sita bd dugc diéu tri dot cdp hen ph€ quén hoic
may day bing methylprednisolon natri succinat dudng tinh mach va gap phan ing qué
mén nghiém trong. Céac d6i tugng c6 nguy co gap phan img di tng nghiém trong khi su
dung ché phdm nay bao gém bénh nhan hen phé& quan va nhitng ngudi c6 tang IgE dac
hiéu vGi protein trong sita bd. Cdc cén b0 y t€ dugc khuyén céo kiém tra bénh nhan c6
di ting sita hay khong truée khi dung Solu-Medrol Act-O-Vial 40 mg.

Cuc Quan 1y Dugc ¢6 cong van yéu cdu cic cd s& dang ky, san xudt thudc tiém
methylprednisolon chia thanh phdn td dugc lactose cap nhat canh bdo trén nhén,

huéng dan stir dung: Khong sw dung thudc nay trén bénh nhan di ung voi protein sita
bo.
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